Thuéc tc ché kénh canxi

+% HERBESSER R

Diltiazem HCL 100mg & 200mg

THONG TIN KE TOA

THANH PHAN: Diltiazem HCL100mg hodc 200mg.

DUGCHONG HOC: - Nguéi 16n khoé manh udng 11n 1 vién Herbesser (100mg diltiazem hydrochloride), thi ndng

@ dinh trong huyét tuang dat 14 gid sau khi udng. Thai gian bén thai khodng 7h.

CHi DINH:

- (ao huyétdp vo can (tirnhe d@én trung binh).

- Dau thit nquc on dinh.

CHONG CHi DINH:

- Suy tim sung huyét nang (co thé lam tram trgng thém cac triéu chiing bénh tim).

+ Block nhi - that d6 2 va dd 3 hay hoi chung yéu niit xoang (nhip xoang chdm lién tuc (dui 50 nhip/phdt), ngiing
yoang, bloc xoang - nhi v.v.) (Cé thé gap tic ché qué mitc nhip xoang va tic ché dan truyén tim).

- Man cim véi bat ky thanh phdn nao cia thudc.

+ Phu ni cd thai hodc cé thé dang mang thai.

LIEU DUNG VA CACH DONG:

-Tang huyét 4p vd can (tif nhe ti trung binh): nguai In 100mg - 200mg*1 Idn /ngay, ¢ thé diéu chinh liéu tuy
theo tudi v triéu chiing.

- Pau tht nguc n dinh: ngudi 16n 100mg*1 1an / ngay, 6 thé tang 1én 200mg* 11an/ ngay néu chua dat hidu

qua...

THAN TRONG:

1.5 damg than trong:

- Nqu@i ¢ suy tim sung huyét (triéu chiing bénh tim cd thé tram trong thém).

. Ngum 6 nhip tim qua cham (dudi 50 nhip méi phit) hodc cd bldc-nhi - that dd 1 (nhlp xoang va dan truyén tim
6 thé bi tic ché qua mic). Ngmn bi ha huyét ap nghiém trong (huyet 4p ¢6 thé bi gidm hon nifa).

- Nquasi c6 rdi loan nhiém trong vé chiic nang gan - thn (téc dung ctia thudc d thé tang 1én do gidm chuyén hod,
gidm thai trir).

2. Nhitng thdn trong quan trong:

- Ngitng dot ngat Herbesser R s& lam triéu chiing nang thém. Véy khi mudn ngimg diing Herbesser R, cin giam liéu
dan dan va theo dai can than nqudi bénh. Dan do ngudi bénh khéng dugcty y ngimg thudc néu chua xin y kién
thay thudc.

- Do tac dung Fam ha huyét dp clia thudc, nén ¢6 thé gap chdng mat v.v..., ngudi bénh cén than trong khi tham gia
vao cic hoat @ang cd rii ro Idn ddi hoi sy tinh tdo, nhutldi xe, lam viéc trén cao, tiép xtc vdi méy mOC V...

. Dung thudc khac chong loan nhip tim (disopyramide phosphate) ciing véi terfenadine c6 thé gay kéo dai han QT
clia dién tam dd va loan nhip that.

TUONGTACTHUGC: Thin trong khi phdi hgp thudc (Than trong khi phdi hop HERBESSER R véi céc thudc

sau day):

“Thuc chéng tang huyét ap, cic nitrat...: (6 thé téng tac dung lam ha huyét dp, do huyét ap va diéu chinh liéu

luong clia mdt hodc cA hai thudc. Cch phéi hop nay mang lai tac dung hiép dong cong 1am gidm huyét dp.

- Thudc tic ché beta (bisoprolol fumarat, propranol hydrochlonde atenolol...): C6 thé gdp nhip tim cham, bloc nhi
- that, blocxoang - nhi v.v. Theo dai dién tam @6, va néu 6 bat thuang, can giam liéu hay nglmg mot hodc cd hai
thudc. Cich phéi hop nay mang lai téc dung hiép déng cong, gay tic ché nhip xoang va dan truyén tim, lam gidm
<0 bdp soi ca tim va gidm huyét p. Phai than trong déc biét khi phai hap 3 thii thudc (Diltiazem hydmchlorlde,
Thudc e ché B , ché pham digitalis).

- Ché pham ciia Digitalis (digoxin, metyldigoxin): C6 thé gap nhip tim cham, bloc nhi- that v.v. Gic triéu chiing ngo
doc digitalis (budn nan, non, nhiic dau, chodng vang, thi gidc bt thugng ...) gom cé loan nhip tim, do tang nong
do ché phim digitalis trong mau. Lam dién tam dd va theo doi thuang ky ddc tinh cta digitalis. Khi can, dinh
Iuong ndng da ché pham digitalis trong mau. Néu gap bét thuting, can giam liéu hay ngimg mét hodc ca hai
thudc. Gich phdi hap nay tao tac dung hiép déng cong, gdy tic ché nhip xoang va dan truyén tim. Dac biét than
trong khi phdi hap 3 loai thudc (diltiazem hydrochloride, thudc phong bé B ,ché pham digitalis). Diltiazem
hydrochloride lam tang ndng dd ché pham digitalis trong mau.

- Thudc ctidng loan nhip tim (amiodarone hydrochloride, mexiletine hydrochlonde v.v.): (6 thé gap nhip tim cham,
block nhi - tht, ngiing xoang v.v. Lam dién tam d6 va khi 6 bit thutng, can giam liéu hay ngtmg mot hodc cd
hai thudc. Gich phdi hap nay tao téc dung hiép déng cong, gay tic ché nhip xoang, tic ché dan truyen tim.

- Aprindin hydrachloride (thuc chéing loan nhip): (6 thé gap cictriéu chiing do ting ndng dd cia hai thudc trong
mau (nhip tim cham, blac nhi - that, ngung xoang, run, chodng vang, mé sing v.v). Theo dai thuang ky cic triéu
chiing lam sang va lam dién tam d6 néu can. Néu gdp bét thuding, hay gidm liéu hay nging mét hoac ca hai
thudc. Gich phai hap nay tac dung lén enzym chung cho ¢ 2 thudc & gan (cytochrom P450) xtic tac cho chuyén
hod clia 2 thudc, hau qud lam tang ndng d0 clia & hai thudc trong méu.

- Thudc d6i khang cald nhom dihydropyridin (mfedlpme, amlodipine besilate v.v.): (6 thé gap cic triéu ching nhu
tang tac dung lam gidm huyét dp, do ting ndng dd chét i khang cia caldi dihydropyridine. Theo dai thunng ky
cac triéu ching lam sang. Néu gap bét thuéng, cdn gidm liéu hodc ngimg chdt ddi khang clia cald
dlhydropyndme Diltiazem hydrochlonde (ic ché enzym gan (cytochrom P450) xiic téc cho chuyén hoa clia
nhiing thudc nay, hau qua 13 lam tang ndng d6 ciia cac thudc nay trong méu.

~Triazolam ( thudc ngti): C6 thé gap nhiimg triéu ching (nhu kéo dai gidc ngtt) do tang nong dd triazolam trong
mau. Theo ddi thuang ky cic triéu chiing 13m sang. Néu co bat thuéng, can giam liéu hodc ngiing ding
triazolam.

=Midazolam (thudc an than gay nqil): (6 thé gap nhiing triéu chiing (nh kéo dai giac ngi) do tang ndng 43
triazolam trong mau. Theo dai thung ky cic triéu ching 1dm sang. Néu 6 bat thuting, cén gidm liéu hodc ngiing
diing triazolam.

- Midazolam (thudc an thén gay ngd): 6 thé gap cic triéu chiing (nhu tang tac dung an than va gay ngd...) do
tang ndng do midazolam trong méu. Theo dai thutg ky cAc triéu chiing lam sang. Néu gap bt thuéng, can
giam liéu hoac ngiing diing midazolam.

- Carbamazepin (hudng thén, chdng ddng kinh, diéu tri con hung cdm): Triéu chiing (budn ngd, buén ndn, non,
chongmit...) do tang ndng 9 carbamazepine trong méu. Can theo dai thutng ky céc triéu ching lam sang. Néu
qap bat thudng can giam liéu hodc ngimg diing carbamazepin.

- Selegiline hydrochlonde (chding Parkinson): Téc dung va déc tinh cia Seleglhne hydrochloride ¢6 thé tan
Theo dai thung ky cic triéu ching lam sang. Néu gap bat thugng, hdy gidm liéu hodc ngiing ding Selegll
hydrochloride.
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Tai liéu théng tin cho can bg y té

-Theophyllme (gian phé quan): (6 thé g3p nhiing triéu ching (budn ndn, ndn, nhifc déu, mat ngd v.v) do tang
néng do theophyllin trong mau. Theo dai thudng ky céc triéu chiing lam sang. Néu gap bat thutang, hay giam liéu
hodcngimg ding theophylline.

- Gilostazol (thudc chdng két tap tiéu cau) Tac dung cla cilostazol 6 thé tang Ién. Theo doi thutng ky cac tneu.:
A

chiing lam sang. Néu gap bat thudng, can gidm liéu hoac ngimg diing cilostazol.

- Vinorelbine tartrate (chdng u c tinh): Tac dung cdia vinorelbine tartrate ¢6 thé tang 1én. Theo dai thudng ky cic
triéu ching lam sang. Néu gap bat thuang, cin gidm liéu hodc ngiing diing vinorelbine tartrate.

~Cydosporin (thudc tic ché mién dich): C6 thé gap céc triéu chiing (13 loan chiic nang than v.v) do tang ndng do
cydosporin trong méu. Theo dai thudng ky cac triéu chig Iam sang. Khi gdp bt thuang, hay gidm liéu hodc
ngiing diing cyclosporin.

- Tacrolimus hydrate (thudc tc ch& mién dich): C6 thé gap-cac triéu chifng (rdi loan chic nang than ....) do tang
ndng d tacrolimus trong mau. Theo ddi thubng ky cac triéu chiing lam sang. Néu gap bét thubng, cn gidm liéu
hodc ngting dung tacrolimus

-Phenytom (chdng dong kinh): €6 thé g3p cdc triéu ching (Tht diéu, chdng mét, rung giat nhan ciu v.v) do
tang ndng @ phenytoin trong méu. Theo ddi thung ky cic triéu chiing lam sang. Néu gap bat thuang, cin
giam liéu hodc nging dung phenytoin khi can. Técdung ctia diltiazem hydrochlonde ¢6 thé gidm. Diltiazem
hydro(hlorlde (fc ché enzym gan (cyto(hrom P450) xtic tac cho chuyén hod cia Phenytoin, hau qud a lam
tang ndng do phenytoln trong mdu. Va phenytoin cung lam tang chuyén hod cda Dlltlazem hydrachloride,
nen Iam gidm nong dq dllnazem hydrochlonde trong mau.

gap cac triéu ching (Iam tang thc dung Iam giam huyét dp, nhlp tim cham v) do
hydrochloride trang mau. Theo ddi thudng ky cc triéu chiing lam sang, lam dién tam,
thudng, cin gidm liéu hoc ngimg diltiazem hyrochlaride. Cac thudc nay tic ché enzyhﬁ'I
xtictac cho chuyén hod cla diltiazem hydrochloride, hau qua la lam tang ndng do di

mau.

- Rifampicin (ch6ng lao): Téc dung cta diltiazem hydrachloride ¢6 thé giam. Theo don thuan, ky actriéu dnmg
13m sang, va néu c6 thé dugc thi dinh lugng ndng d diltiazem hydrochloride trong IMQ &) gap tthuung,
can <6 bién phap thich hop, nhu chuyén sang cac thudc khéc hodc tang liu diltiazem hy de’
gay cam (ing enzym gan (cytochrom P450) xiic tac cho chuyén hod cta diltiaze roch\; i
gidm nong do diltiazem hydrochloride trong mau. (2 —

Thudc mé (isoflurane, enflurane, halothane v.v.): C6 thé gap nhip tim cham, bldc nﬁ"that ngimg xoang v.v. Lam
dién tam dd va khi gap bét thung, cén giam liéu hay ngiing mdt hodc cé hai thudc. Gich phdi hgp nay mang lai
téc dung hiép déng cong gdy dc ché nhip xoang va dc ché dan truyén tim.

- Thudc gian ca (pancuramum bromid, vecuronium bromld) Tac dung clia thudc gian ca ¢6 thé tang lén. Hay quan
sat tac dung clia thudc gidn co, néu gdp bt thudng, can gidm liéu hay nglmg mat hodc ca hai thudc. Diltiazem
{ic ché surtiét acetylcholine tir cdc ngon day thn kinh tién - sy ndp ctia chd ndi thén kinh — ca.

PHAN UING €O HAI: Phan ting 6 hai do Herbesser R g3p & 74 trong s6 3,577 bénh nhan (ty 12 2,1%). Nhiing phan

(ing hay gap nhat 1o hé tim mach: 0,7% (nhip tim cham 0,2%, ndng d6 mat 0,1%, blac nhi - thét 0,1% v.v), hé

tiéu hod 0,6% (rdi loan da day 0,1%, tao bon 0,2%, non 0,2% v.v.), qua man cam 0,3%, nhiic dau 0,4% ...

1). Phdn ting 6 hai cho y nghia lam sang (hiém gap : < 0,1% ; tan so cac phan ting ¢6 hai dya vao cic béo co tu

phét chuta dugc biét ra).

3) Bldc nhi- that hoan toan, nhip tim cham nghiém trong (cactriéu ching khéi déu la cham nhipg

mé sang v.v.) hiém gap (<0,1%). Néu gap bat thm‘mg, phdi ngimg thudcva cd cac bién phap thi

atropine sulfate, isoproterenol v.vva / hodc dat may tao nhip tim.

b) 6 thé suy tim sung huyét. Néu gap bt thubng, cin ngimng thudc va c6 cic bién phap thich ho'p\nhud

kich thich tim.

©) Hai chitng niém mac - da - mat (hdi chiing Stevens - Johnson), hoai tif biéu bi nhiém dac (hmtﬁpng;L Ijj:do da

, chodng vang,
, nhif diing

(viém da trdc véy) v.v c6 thé gap. Khi théy c6 ban @6, phdng da, ngifa, st v.v cin ngiing thudc vadiiig ca_ jién phép
diéu i thich hop. f il

d) (6 thé gap rdi loan chiic nang gan va vang da kém theo tang AST (SGOT), ALT (SGPT), v—G?P VV e0 doi
nqudsi bénh. Néu cd gi bét thudng, can ngimg thudc va tim cac bién phap diéu tri thich hop.

2). (a(phan g c6 hai khdc: Tim mach: BlGc xoang-nhi (tan 56 chua rd), tim dap cham, bloc nhi- tht ndng 6 mat
chodng vang, ngimg xoang, ha huyét p, danh trong nquc, dau nguc, phi (<0,1%). Th - tam than: triéu

chiing g|ong Parkinson (tn s6 chufa 1), khé &, nhifc dau, nhiic dau am i(0,1%- 5%), Corit ca, yéu mét, budn ng,
mat ngd. (<0,1%). Gan: Tang ALP, LHD, va y-GTP; gan to (tan s3 chufa rd), Phat ban (0,1% - 5%), ngtia, phat ban
loai ban dd dadang, may day (<0,1%). Tiéu hda: Khé chiu & da day, tdo bon, dau bung, anong‘ chdn an, budn non(
0,1% - 5%), Phan mém, tiéu chay, khat (<0,1%). Mau: Giam tiéu cau, glam bach cdu (tén s chua rd).
Véi ngu‘di cao tudi: Ha huyét 4p manh 12 tic dung khdng mong mudn vdi ngudi o tudi. Vi vdy, st dung thudc
nay can d3c bigt than trong, khdi déu bang liu thap hon va theo ddi ngudi bénh cén than.
Vi tré em: Chua xac dinh do an toan cia HERBESSER R & tré em.
Than trong khi sit dung: Dan do ngutsi bénh khéng dugc mé hodc nhai vién ndng.
DANG TRINH BAY:
- Herbesser R100: vién nang trdng 100mg*100vién/hdp (10 vién nang * 10 vi).
- Herbesser R200: vién nang d6 200mg*100mg vién/hdp (10 vién nang*10vi).
ha sdn xuat: MITSUBISHI TANABE PHARMA FACTORY LTD., 7473-2, Ooaza Onnda SanybOnoda, Yamaguchi
756-0054, Japan
DOCKY HUGNG DAN SU DUNG TRUGC KHI DUNG. Thong tin chi tiét s& dugc cung cép theo yéu ciu.

quai liéu tham khdo: 1. Théng tin huéng dén str dung thuéc
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